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DETAILED ACTION 

The claim amendment filed 3/8/2006 has been entered. 

Claims 1-36 and 38-65 are currently pending in the instant application. Claim 37 
was cancelled. 

Information Disclosure Statement 

Applicant's information disclosure statement (IDS), filed on 2/2/2006, filed after 
the mailing of the first Office Action and containing 15 pages and just under 400 
references, has been considered. Please refer to Applicant's copies of the 1449 
submitted herewith. 

Claim Rejections - 35 USC § 102 

(1) Claim 10 was rejected under 35 U.S.C. 102(b) as being anticipated by Molino 
et al., US 5,162,336. As a result of the amendment filed 3/8/06, which defines the 
substituent "M," the rejection is withdrawn . 

(2) Claim 10 was rejected under 35 U.S.C. 102(b) as being anticipated by Nemes 
et al. As a result of the amendment filed 3/8/06, which defines the substituent "M," the 
rejection is withdrawn . 

(3) Claim 16 was rejected under 35 U.S.C. 102(b) as being anticipated by Engel 
et al., US 5,985,834. As a result of the amendment filed 3/8/06, which defines the 
substituent "M," the rejection is withdrawn . 

(4) Claim 17 was rejected under 35 U.S.C. 102(b) as being anticipated by Wei- 
Min et al. As a result of the amendment filed 3/8/06, which defines the substituent "M," 
the rejection is withdrawn . 
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(5) Claims 20 and 21 were rejected under 35 U.S.C. 102(b) as being anticipated 
by Yang. As a result of the amendment filed 3/8/06, which defines the substituent "M," 
the rejection is withdrawn . 

(6) Claims 22 and 23 were rejected under 35 U.S.C. 102(b) as being anticipated 
by Yang and Guo. As a result of the amendment filed 3/8/06, which defines the 
substituent "M," the rejection is withdrawn . 

(7) Claims 24 and 25 were rejected under 35 U.S.C. 102(b) as being anticipated 
by Levy et al., EP 0466548. As a result of the amendment filed 3/8/06, which defines 
the substituent "M," the rejection is withdrawn . 

(8) Claims 27 and 28 were rejected under 35 U.S.C. 102(b) as being anticipated 
by Dondas et al. As a result of the amendment filed 3/8/06, which defines the 
substituent "M," the rejection is withdrawn . 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 10 and 16-38 were rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 
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As a result of the amendment filed 3/8/06, the rejections is withdrawn with 
respect to the substituent "M" and maintained with respect to the substituent "L." 

Further, Claims 10, 38 and 49-65 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. 

According to the Specification, "The leader group, L, may be any substituent 
comprising a chain of 3-12 atoms connecting the M substituent to the carbon atom 
alpha to the L substituent... It is noted that the leader group may comprise a variety of 
moieties, J, that may be used to link the leader group to the remainder of the 
compound. Synthetic schemes for using these different J moieties to couple the leader 
group are provided in the examples. Beyond these schemes, the particular J moiety 
may be widely varied, depending on the chemistry used to link the leader group to the 
ring, (emphasis added) (Spec, p. 28, paragraphs [00117] and [00118]). 

Moreover, the specification states, "It is noted that the chain of atoms extending 
between the carbon alpha to the leader group and the M substituent may consist only of 
carbon atoms. Alternatively, the chain may also comprise non-carbon atoms such as 
nitrogen, oxygen, and sulfur." (Spec, p. 30, paragraph [00122]). 

Exemplification is not an explicit definition. The specification must set forth the 
definition explicitly and clearly, with reasonable clarity, deliberateness and precision, 
Teleflex Inc. v. Ficosa North Am Corp., 63 USPQ2d 1374, (Fed. Cir. 2002), Rexnord 
Corp. v. Laitram Corp., 60 USPQ2d 1854 (Fed. Cir. 2001). 
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In the instant application, the Specification defines the L moiety with general 
moieties and examples, which does not clearly and unambiguously define the structure 
of the compounds. 

Applicant traverses the rejection arguing that one of ordinary skill in the art would 
understand the metes and bounds of L. Applicant points to the species election wherein 



the species elected is a compound of the formula: 
wherein 

R3JR4 R5, R7> Rs> Rist Ri6, R17 and Ris are each hydrogen; 

X is NR| 4 , where R !4 is hydrogen; 
M is 

vV OH 

H ; and 




Lis 

Applicant states that in this case, the leader group L consists of 8 atoms 
separating M from the ring carbon (i.e., the carbonyl carbon, the amide nitrogen, and 
the six carbon atoms forming -(CH 2 )6-). Contrary to Applicant's assertion, there are 
more than 8 atoms. 
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o 



l| H2 H2 H* 

^ H H 2 H 2 





Fully expanded, L is: 



. This moiety has 



22 atoms (7 carbon atoms, 1 oxygen atom, 1 nitrogen atom, and 13 hydrogen atoms). 
The specification defines L to have 3-12 atoms. 

It seems like the Applicant intends to have only the atoms is a "chain" be counted 
in the 3-12 atoms limitation. However, according to paragraph [00126] of the 
specification, 



extending from one or more atoms of the leader group backbone. In one variation, two 
substituents extending from the atoms extending between the carbon alpha to the leader group 
and the M substituent to form one or more three, four, five, six, seven, eight or nine membered 
rings. The atoms of the leader group forming the ring may be separated from each other by 0, 1, 
2, 3, or 4 atoms. 

Thus, the "backbone" can then extend to make heterocycles, such as those 
claimed in claims 55 and 56. Are these atoms among the 3-12 atoms that make up the 
substituent L? If they are, then why are the hydrogen atoms in the elected species not 
considered part of the 3-1 2 atoms and how are heterocycles part of a "chain?" This is 
the cause of the confusion and thus the reason why there is a lack of written 
description. 

As a result, claims 10, 38 and 49-65 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. 



It is also noted that the leader group may comprise one or more substituents 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 10 and 16-38 were rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 18, 19, 28-30, 33 and 34 were rejected for lacking antecedent basis. As 
a result of the claim amendments filed 3/8/2006 these rejections are withdrawn . 

Claims 10 and 18-36 were rejected as being indefinite because the variables 
M and L were not properly defined so as to particularly point out and distinctly 
claim the subject matter which the Applicant regard as his invention. These 
rejections are withdrawn with respect to the variable "M" and are maintained with 
respect to the variable "L." Furthermore, newly added claims 39-65 are rejected 
under 35 USC 112, 2 nd paragraph as being Indefinite with respect to variable "L." 

Applicant traverses the rejection of the variable "L" asserting that one of ordinary 
skill in the art would understand the metes and bounds of L. Specifically, Applicant 
"fail[s] to see how one of ordinary skill in the art would not be able to count the number 
of atoms positioned between M and the carbon ring atom to which L is attached and 
determine whether there are between 3-12 atoms separating M from the ring atom." 
Examiner respectfully disagrees with Applicant's arguments. As noted above, the 
number of atoms is confusing. For example, the species elected is: 
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A compound of the formula: Rs * 

wherein 

R 3 ,R4 R 5 , R$, R 7 , Rg, R| 5 , R I6 , R i7 and Ris are each hydrogen; 

X is NR14, where Rj 4 is hydrogen; 
M is 

O 

H ; and 

L is 

Applicant states that in this case, the leader group L consists of 8 atoms 
separating M from the ring carbon (i.e., the carbonyl carbon, the amide nitrogen, and 
the six carbon atoms forming -(Chbte-). Contrary to Applicant's assertion, there are 
more than 8 atoms. 

o 



H2 H2 H2 



Fully expanded, L is: H H 2 H * H * . This moiety has 



22 atoms (7 carbon atoms, 1 oxygen atom, 1 nitrogen atom, and 13 hydrogen atoms). 
The specification defines L to have 3-12 atoms. 
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Applicant claims that this is only 8 atoms, because only the carbonyl carbon, the 
amide nitrogen, and the six carbon atoms forming -(CH 2 )6- are to be counted in the 
"chain." However, claim 55 is drawn to a compound according to claim 10, wherein L is 



* 

selected from a group consisting of 33 heterocyclic rings, such as R 

H 



x 



w y-s 



•N 

\ 

which is R . There is no way to determine precisely how 

many atoms there are in this moiety. There are 6 carbon atoms, 1 nitrogen atom and 4 
hydrogen atoms, which adds up to 1 1 total atoms. However, there is also the variable R, 
which has no definition. Assuming R to be H, there are 12 total atoms within this group. 
But, what part of the moiety is the "chain?" The chain is only CH 2 =CH 2 , which is only 2 
atoms (if the H do not count, as they didn't count according to Applicant's calculation of 
the elected species). 

H 

HC" 



What if the variable L is ' , which is CH 3 , of 

claim 55? Here are a total of 14 atoms (6 carbons, 2 nitrogens, and 6 hydrogens), 
which is greater than the 3-12 limitation. 
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Similarly, claim 38 is drawn to a compound according to claim 10, wherein "a 
portion of L that is attached to the ring comprises a moiety selected from the group 

O 

consisting of:.." One possible moiety is: , wherein R 2 3 is Ci_i 0 alkyl. In 

this case, there are a minimum of 2 carbons, 2 nitrogens, 1 oxygen and 8 hydrogens, 
which adds up to 13 atoms. However there can be an additional 18 carbons and 36 
additional hydrogens. Thus, how can the claims be limited to 3-12 atoms, if the 
minimum number of atoms in this case is 12 and the maximum number of atoms is 66? 

In addition to claims 55 and 38, claims 56-65 also contain various definitions of L 
that are not clear. Thus, Applicant's question of why one cannot add up the number of 
atoms is not an easy one to answer and is precisely why the claims are indefinite. This 
rejection may be overcome by explicitly defining the variables that are represented by 
the variable L. 

Claim 56 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 56 is drawn to a compound according to claim 10, 
wherein L is selected from a number of five-membered heterocyclic compounds wherein 
one of the Nitrogen atoms is substituted with "R." However, there is no definition of "R" 
in the claims, which renders the claim indefinite. 
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Claim Objections 

(1) The amendment filed 3/8/06 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: 

Claim 56 is drawn to a compound according to claim 10, wherein L is selected 
from a number of five-membered heterocyclic compounds wherein one of the Nitrogen 
atoms is substituted with "R." However, there is no definition of "R" in the claims and 
there is definition of "R" or these particular structures in the specification. Applicant is 
required to cancel the new matter in the reply to this Office Action. 

(2) Clams 10 and 36-65 are objected to as containing non-elected subject matter. 

(3) Claims 36-65 are objected to as being dependent upon a rejected base claim. 

Allowable Subject Matter 
The following subject matter is deemed allowable: 

Compounds of the Formula of Claim 10, 
wherein: 

R3, R4, R5, R6, R7, Rs, R15, R16, R17 and Ri 8 are each independently Hydrogen or C1. 
4alkyl; 
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X is NR i4 ; 



R14 is Hydrogen or C 1 . 4 alkyl; 




i 



R 23 



Lis 



R23 is Ci. 10 alkyl; and 



M is 



o 




Telephone Inquiry 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrew B. Freistein whose telephone number is (571) 272- 
8515. The examiner can normally be reached Monday-Friday, 8:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph M c Kane can be reached on (571) 272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at (866) 217-9197 (toll-free). 



Andrew B. Freistein 
Patent Examiner, AU 1626 




Supervisory Patent Examiner, AU 1626 
Date: March 21, 2006 



